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DETAILED ACTION 

Continued Examination Under 37 CFR 1. 1 14 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
7/30/2010 has been entered. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

Claims 1, 4, 5, 18, 19, 24, 49, 53, 54, 58-60, 62-72 and 75-77 are rejected under 
35 U.S.C. 102(b) as being anticipated by Egan et al. (US 6,174,324). 

Regarding claims 1, 4, 5, 24, 70, 71 and 77, Egan et al. discloses a device that 
is capable being implanted and securing an object relative to a body tissue within the 
body comprising a first section including a first surface and an extension member 
extending from that surface, and a second section including a second surface opposing 
the first surface and being configured for receiving the extension member (See Figure 
Below) the first and second section being bondable together with the application of an 
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energy source (ultrasonic energy; column 2, lines 27-32 and column 5, lines 23-37), the 
first surface being configured to abut the object and said second surface being 
configured to abut the object, said first and second surfaces move closer to each other 
with the application of the energy source because the extension member shortens (the 
sections melt, and therefore would mold together, becoming closer) operative to press 
the object as said first and second sections are bonded together, thereby securing the 
object within the retainer, whereby the object extends through the fastener in a 
substantially unobstructed linear fashion (Figures 8 and 12), wherein the first second 
includes a pair of parallel channels for carrying a first portion of the object in a first of the 
pair of the parallel channels and for carrying a second portion of the object in a second 
of the pair of parallel channels (Figure 8; element 1 1 2) wherein the extension member is 
interposed between the pair of parallel channels (see Below). 



hint swoon Second Section 

Regarding claim 18, Egan discloses the first and second sections being 
textured to enhance the retention and tension of the suture strands within the device 
(column 4, lines 47-51). 




Extension member 



Configured to receive 
| bears the force 
of supports) tne extenttion 
member 
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Regarding claim 49, Egan et al. discloses the first and second surfaces 
configured to sandwich the suture (Figure 12). 

Regarding claims 53 and 54, Egan et al. discloses an elongated suture (104). 

Regarding claims 58-60, 64, 72, Egan et al. discloses said extension member is 
compressible (melts to a shorter height) to a height about equal to a thickness of the 
object to be secured (sandwiches the object between the first and second sections; 
column 6, lines 10-17) during the application of the energy source to move said first 
surface and said second surface closer to each other (column 2, lines 27-32), and the 
extension member is bonded to said second surface (column 5, lines 14-17). 

Regarding claims 62 and 63, Egan et al. discloses the fastener is rigid when the 
energy source is not being applied (column 6, lines 19-25; the fastener becomes part of 
the bonded loop to provide compressive force), and the object secured relative to the 
body is a rigid object (the melting of the suture strands and the first and second sections 
together will immobilize the portion of the object being secure, thus causing the object to 
be rigid). 

Regarding claims 65-67, Egan et al. discloses the first section has a top surface 
opposing said first surface, said top surface being configured to contact the energy 
source (Figure 8), and said second section has a bottom surface opposing said second 
surface, said bottom surface being configured to contact an anvil when said top surface 
is contacting the energy source (the surface is flat, and therefore could contact an anvil 
during application of ultrasonic energy), wherein the energy source is an ultrasonic end 
effector (110). 
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Regarding claim 69, claim 69 is dependent upon a cancelled claim (claim 3) 
and thus is considered incomplete. As such, this claims has not been further treated on 
the merits thereof. See MPEP 608.01 (n) 

Regarding claim 70, Egan et al. discloses the object extends through the 
fastener in a substantially linear fashion (Figure 8). 

Regarding claim 76, Egan et al. discloses the second surface changes shape 
(the surface melts) as energy is applied to the fastener (column 2, lines 27-32). 

Regarding claim 68, Egan et al. discloses the extension member is fin shaped 
(Figure 1 1 ; the extension member is raised relative to the first surface and comes to a 
"tip", like a fin). 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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Claims 6, 8, 50, 51, 52 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Egan et al. (US 6,174,324) in view of Merritt (US 5,208,950). 

Regarding claims 6, 8, 50, 51, 52, Egan et al. discloses the invention 
substantially as claimed above, but fails to disclose the second section comprising a 
channel for receiving the extension member. 

However, Merritt discloses the second section including a channel (recess, 35) 
configured for receiving the extension member (column 3, lines 56-59), the object 
interposed between the first and second sections when the extension member is 
positioned within the channel (column 4, lines 16-20), the first section has two channels 
(76) formed therein, said channels being disposed opposingly about and immediately 
adjacent to said extension member and the second section is configured to seat within 
the channels of the first section (Figure 3) and said extension member divides said first 
surface into a first first-surface subsurface and a second first-surface subsurface, a 
channel divides said second surface into a first second-surface subsurface and a 
second - surface subsurface (See Figure Below), said first first-surface subsurface is 
configured to align with said first second-surface subsurface when said first section is 
bonded to said second section; and said second first-surface subsurface is configured 
to align with said second second-surface subsurface when said first section is bonded 
to said second section (Figure 3), wherein an object is disposed between at least one of 
said first subsurfaces and at least one of said second subsurfaces (Figure 1) 
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It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to include on the second section of Egan et al., the extension 
member receiving channel of Merritt, to provide a more secure location for which the 
extension member can bond, thus creating a more secure fastener for the object 
interposed between the first and second sections. 

Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over Egan et 
al. (US 6,174,324) in view of Hart (US 5,630,824). 

Regarding claim 20, Egan et al. discloses the invention substantially as claimed 
above, but fails to disclose the suture retainer made of a biodegradable material. 

However, Hart teaches a suture retainer (attachment device) made of a 
biodegradable polymer (column 4, lines 50-52). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to create the suture holder out of a biodegradable material so the 
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device can dissolve after the wound which the suture is attached to heals (column 4, 
lines 52-65). 

Claim 21 is rejected under 35 U.S.C. 103(a) as being unpatentable over Egan et 
al. (US 6,174,324) in view of Tokushige et al. (US 5,866,634) 

Regarding claim 21, Egan et al. discloses the invention substantially as claimed 
above, but fails to disclose the suture retainer made of heat shrink material. 

However, Tokushige et al. teaches a biodegradable shrink material that has 
superior strength, flexibility, and the ability to shrink at lower temperatures (column 1 , 
lines 39-42; column 4, lines 19-22). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to create the suture holder of Egan et al. out of a heat shrink 
material because it would allow the suture retainer to shrink around the suture 
(container) with minimal warping (column 3, lines 24-26). 

The "lower temperature" that affects the shrink material that is disclosed by 
Tokushige is advantageous for a device intended to be used within or near a human 
body as the device will have the physical prosperities that are desirable with heating, 
but not need a tremendous temperature change for the change to occur. This is 
prevent accidental singeing or burning of a patient during the application of heat, as the 
heat will not be required to be tremendously high. 

Claim 22 is rejected under 35 U.S.C. 103(a) as being unpatentable over Egan et 
al. (US 6,174,324) in view of Bartlett (US 5,879,372). 
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Regarding claim 22, Egan et al. discloses the invention substantially as claimed 
above, but fails to disclose the suture retainer including viable cells. 

However, Bartlett teaches the suture retainer (anchor) including viable cells 
(bone tissue) (column 4, lines 34-36 and 46-50). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to include viable cells to strengthen the area in which the device is 
placed (column 4, lines 24-26). 

Claim 23 and 74 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Egan et al. (US 6,174,324) further in view of Rhee et al. (US 5,752,974). 

Regarding claims 23 and 74, Egan et al. discloses the invention substantially as 
claimed above, but fails to disclose the suture retainer including a pharmaceutical 
agent, wherein that agent is osteoinductive 

However, Rhee et al. teaches the closure material containing a pharmaceutical 
agent that is osteoinductive (causes cell growth) such as a growth factor (column 6, line 
58-column 7, line 23). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to include a pharmaceutical agent to exert biological effects in 
vivo, such as the promotion of cell growth (column 6, lines 58-62). 

Claims 55-57 and 61 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Egan et al. (US 6,174,324). 
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Regarding claims 55-57, Egan et al. discloses the invention substantially as 
claimed above, including securing an object relative to body tissue but fails to disclose 
the object being body tissue or metallic. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to make the object body tissue or metallic, since it has been held to 
be within the general skill of a worker in the art to select a known material on the basis 
of its suitability for the intended use as a matter of obvious design choice. In re Leshin, 
125 USPQ416. 

Furthermore, the device as claimed is capable of securing a variety of material 
and it has been held that a recitation with respect to the manner in which a claimed 
apparatus is intended to be employed does not differentiate the claimed apparatus from 
a prior art apparatus satisfying the claimed structural limitations. Ex Parte Masham, 2 
USPQ F.2d 1647 (1987). 

Regarding claims 61, Egan et al. discloses the invention substantially as 
claimed above, but fails to specifically disclose the fastener material being 
biocompatible. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to make the fastener biocompatible, since it has been held to be 
within the general skill of a worker in the art to select a known material on the basis of 
its suitability for the intended use as a matter of obvious design choice. In re Leshin, 
125 USPQ 41 6. 
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Furthermore, the fastener disclosed by Egan et al. is used in close proximity to a 
suture wound closure, and in order to aid in healing, and to not irritate the wound, the 
use of a biocompatible material would be obvious to one skilled in the art. 

Response to Arguments 

Applicant's arguments filed 12/04/2009 and 7/30/2010 have been fully 
considered but they are not persuasive. 

Regarding Egan et al, the citation by the applicant regarding the ultrasonic 
welding causing melting of the suture strands is correct, however, the specification of 
Egan et al. points out more than one way that the fastener functions. In column 2, lines 
27-32, Egan et al. discloses that the fastener is made from a material that is melted 
upon application of ultrasonic energy, thus effecting a bond between the melted portions 
of the fastener as well as a bond to the suture strand material. Egan et al. discloses 
various embodiments of how the fastener can be joined to the suture strands, and while 
the applicant has pointed out the shortcomings of one embodiment, there is another 
embodiment that meets the claim limitations as currently written. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Julie Szpira whose telephone number is (571) 270- 
3866. The examiner can normally be reached on Monday- Friday, 10AM-6PM. 

If attempts to reach the examiner by telephone are unsuccessful, please contact 
the examiner's supervisor, Tom Hughes, at (571) 272-4357. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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If there are any inquiries that are not being addressed by first contacting the 
Examiner or the Supervisor, you may send an email inquiry to: 
TC3 7 0 0_Workgro u p_D_Inquirie s @ u spto . go v . 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/J. A. S./ 

Examiner, Art Unit 3731 
July 31, 2011 



/S. Thomas Hughes/ 

Supervisory Patent Examiner, Art Unit 3731 



